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HAV Transmissions by Factor VIII Concentrates 
(solely S/D-treated) 
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S/D: solvent/detergent method (TNBP/Tween 80 or Triton X- 100) Horowitz et al. , Transfusion 255 16-522 (1985). 
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Impact of NAT Tests on Virus Safety: HBV and HAV 
Investigation on Production Pools* 

: 

*Pool size can considerably differ between the manufacturers 
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Impact of NAT Tests on Virus Safety: HAV 
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Anti-HAV-Negative Patients Treated with 
the Incriminated Factor VIII Lot 
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HAV Sequence Analysis: 
Percentage Homology of VP3 and VP1/2A1 

Patient 4 

Patient 6 

Patient 7 

‘VP3 (nt 2067-2188); VPI/2A (nt 2979-3264) 
*ND = not done; 
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Animal Study Performance 

observed up to 132 days p.i. 

HAV antigen (EIA); HAV RNA (RT/pCR). 

.‘:.:‘,~‘~.‘.~:;~. sei~ ~~~~~~~~~~~ weeklyl: Liver transaminases ALT & GGT; 
. .’ , \ : .:. ‘./ i. ,, antiHAV EIA (IgG+lgM); IgM antiHAV EIA; 
. .‘: .: HAV RNA (RT/PCR). 
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Indicators of HAV Infection in 
Saguinus fuscicollis (I) 

lnd: not done. 
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Indicators of HAV Infection in 
Saguinus fuscicollis (II) 

lnd: not done. 
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Genetic Relationship between 
HAV Strains of Genotype I 

VP1/2A region (nt 2979-3264) 
PHYLIP (dnadist: Kimura/ 
neighbor: UPGMA) ii 

r 
Patient4 

t7 1 
ITamarins #f2/#31 
IA 
HAS-15 

Plasmapool 
Fakto+VllI 
Patient 1 
Patient2 
Patient3 I 

Ia 

W - Cr326 

Ib PCR-KKontr.. 
c HM175att 

MBB 

s Chudy PEI 4 



Impact of NAT Testing 
on Enhancing Viral Safety 

. Chudy 

HBV (DNA) 

HCV @NA) 1O79 geqlml 

5 IO3 geqlml 100 geq/mI 

100 geq/mI 

1,000 geq/mI 

single donation/ 
maxi-pool + 

proteolysis + 

virus concentration? 
chaotropic reag. 

100 (96) 
chaotropic 

reagent 

mini-pool (lOO)/ 
maxi-pool + 

virus concentration 

chaotropic 
reagent 



Summary 
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Impact of NAT Tests on Virus Safety: HAV 

‘Chudy et al., J. Med. Virol. 57:91-99 (1999) ‘Chudy et al., J. Med. Virol. 57:91-99 (1999) 
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